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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

• Extensions of time may be available under the provisions of 37 CFR 1.136(a}. In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 10 March 2005 . 
2a)n This action is FINAL, 2b)M This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11. 453 O.G. 213. 

Disposition of Claims 

4) K Claim(s) 1,2 and 4-15 is/are pending in the application. 

4a) Of the above claim(s) 15 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) S Claim(s) 1,2 and 4-14 is/are rejected. 

Claim(s) is/are objected to. 

S)\3 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9)n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) Is objected to. See 37 CFR 1.121(d). 
11 )D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) ^ Notice of References Cited (PTO-892) 4) □ Interview Sunnmary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) 13 Infonnation Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) D Notice of Infonnal Patent Application (PTO-152) 

Paper No(s)/Mail Date 7/28/03 . 6) □ Other: . 

U.S. Patent and Trademari< Office 

PTOL-326 (Rev. 1-04) Office Action Summary Part of Paper No./Mail Date 052305 
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DETAILED ACTION 
Election/Restrictions 

1 . Applicanf s election without traverse of group I, claims 1, 2 and 4-14, in the reply 
filed on 3/1 0/2005 is acl^nowledged. 

Status of the Application 

2. Claims 1 , 2 and 4-15 are pending in this application. Claim 15 is withdrawn from 
further consideration pursuant to 37 CFR 1.142(b), as being drawn to a nonelected 
invention, there being no allowable generic or linking claim. Election was made without 
traverse in the reply filed on 3/10/2005. Claims 1, 2 and 4-14 are currently under 
examination in this Application. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

4. Claims 1, 2 and 4-10 and 12 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. Claim 1 recites, " a compound 
8 to 50 nucleobases in length targeted to nucleobases 162 to 916 of a coding region of 
a nucleic acid molecule encoding inhibitor kappa B kinase gamma...". The person of 
ordinary skill in the art would not know what might be embraced with this terminology 
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since no absolute context has been established. What sequence would one in the art 
use as the basis for "162 to 916 of a coding region", for example? The metes and 
bounds of the claimed subject matter have not been established and no assumptions 
can be made as to what particular nucleotide sequence is being claimed, rendering this 
claim indefinite. Claims 2 and 4-14 are rejected due to their dependence on a rejected 
claim. 

5. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

6. Claims 1,2, 4-10 and 12-14 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. This is a new matter rejection. 

Applicants amendment of claim 1 in the communication filed 12/10/2003 ) to 
recite, "nucleobases 162 to 916 of a coding region.of..." introduces new matter. 
Applicant has pointed, in support of this amendment, to teachings throughout the 
specification as filed (Remarks/Arguments filed 12/10/2003). However, upon careful 
review of the specification, no express support could be found, in the specification as 
filed, for the newly claimed range of specifically targeted nucleobases 162 to 916 of a 
coding region of a nucleic acid molecule encoding inhibitor-kappa B kinase-gamma. No 
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support was found in the specification that would allow applicant to claim new and 
specifically designated target regions that are subsequences of the entire nucleic acid 
molecule encoding inhibitor-kappa B kinase-gamma that is originally disclosed. For 
example, although Table 1 presents species of antisense that fall within the newly 
claimed ranges, these species do not span the entire range as newly claimed. Further, 
the specification does not specifically contemplate these newly claimed ranges as 
particular ranges to be targeted by antisense, as newly claimed. 



Claim Rejections - 35 USC § 102 or 35 USC § 103 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

8. In light of the 1 12 2"*^ paragraph rejection set forth previously in this action, the 
particular nucleotide sequence that is being claimed in the instant application cannot be 
detennined because there is no absolute context for the specific nucleobase positions 
recited in claim 1 . Therefore, search of the prior art was made using Applicant's 
disclosed SEQ ID NO: 3, which is the only nucleotide sequence of a nucleic acid 
molecule encoding inhibitor-kappa B kinase-gamma that appears in the instant 
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Application. The following prior art is applied based on the reasonable interpretation 
that an antisense compound that targets nucleobases 162 to 916 of instant SEQ ID NO: 
3 (set forth in the specification as filed as bracketing part of the coding region of an 
inhibitor-kappa B kinase-gamma encoding nucleic acid molecule) may reasonably be 
interpreted to be the antisense compound that is instantly claimed. 

Additionally, the language of claim 1 1 requires that the compound of the 
invention, "specifically hybridizes with at least an 8-nucleobase portion of an active site 
on a nucleic acid molecule encoding inhibitor-kappa B kinase-gamma." This language 
is interpreted in light of the disclosure of the specification which states, "The target sites 
to which these preferred sequences are complementary are herein below referred to as 
"active sites" and are therefore preferred sites for targeting. Therefore another 
embodiment of the invention encompasses compounds which hybridize to these active 
sites." The disclosure of the specification does not, therefore, provide a limiting 
definition of "active site" but rather, provides examples of what is referred to by "active 
site" that do not limit what is encompassed. The following prior art is applied based on 
the reasonable interpretation that an active site can be any site because neither the 
claim language or the specification limits an "active site" to the sites exemplified by 
Applicant. 

9. Claims 1 , 2, 4, 5 and 10-14 are rejected under 35 U.S.C. 102(b) or 35 (JSC 
103(a) as being anticipated by or obvious over Robinson (WO 95/04142). The instant 
claims are drawn to a compound 8 to 50 nucleobases in length targeted to nucleobases 
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162 to 916 of a coding region of a nucleic acid molecule encoding inhibitor-kappa B 
kinase-gamma wherein said compound specifically hybridizes to and inhibits the 
expression of inhibitor-kappa B kinase-gamma (claim 1) wherein the compound is an 
antisense oligonucleotide (claim 2) that can be a chimeric oligonucleotide (claim 10) that 
comprises at least one modified internucleoside linkage (claim 4) that is a 
phosphorothioate linkage (claim 5) and a composition comprising the compound of 
claim 1 and a pharmaceutically acceptable carrier or diluent (claim 12) wherein the 
composition further comprises a colloidal dispersion system (claim 13) wherein the 
compound is an antisense oligonucleotide (claim 14) and a compound 8 to 50 
nucleobases in length which specifically hybridizes with at least an 8 nucleobase portion 
of an active site on a nucleic acid molecule encoding inhibitor-kappa B kinase-gamma 
(claim 11). 

Robinson discloses an antisense oligonucleotide phosphorothioate of SEQ ID 
NO: 16 (pg. 25, line 9) that can be a chimeric oligonucleotide (pg. 13, lines 13-25) and 
that is complementary to nucleobase positions 969 to 714 of Applicant's instant SEQ ID 
NO: 3. a nucleic acid molecule encoding inhibitor-kappa B kinase-gamma. Robinson 
discloses that the antisense oligonucleotides of his invention can be comprised in a 
composition with a pharmaceutically acceptable carrier that is phosphate buffered saline 
and that further comprises a Lipofectin reagent (DOTAP) (pg. 21 , example 2, lines 9- 
13). The antisense oligonucleotide of Robinson disclosed as SEQ ID NO: 16 is a 
compound 8 to 50 nucleobases in length that will specifically hybridize to at least an 8 
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nucleobase portion of an active site on a nucleic acid molecule encoding inhibitor-kappa 
B kinase-gamma (see ISIS 1 15409, Table 1, instant specification). 

Furthermore, since the prior art antisense compound meets all the structural 
limitations of the claims, the prior art antisense oligonucleotide comprises a compound 8 
to 50 nucleobases in length targeted to nucleobases 162 to 916 of a nucleic acid 
molecule encoding inhibitor-kappa B kinase-gamma that will specifically hybridize and 
inhibit expression of inhibitor-kappa B kinase-gamma and that will specifically hybridize 
to at least an 8 nucleobase portion of an active site on a nucleic acid molecule encoding 
inhibitor-kappa B kinase-gamma, absent evidence to the contrary. The sequence cited 
above that shares less than 100% complementarity with the target gene (see 
accompanying alignment data showing 85% complementarity) is presumed to have 
inhibitory function since sequences with less than 100% complementarity meet the 
structural requirements of the claimed invention as indicated in the instant specification 
under the discussion of "specifically hybridizing." (e.g. page 12, line 27 bridge to page 
13, line 10 of the instant specification). See, for example, MPEP § 21 12, which states 
"[w]here applicant claims a composition in terms of a function, property or characteristic 
and the composition of the prior art is the same as that of the claim but the function is 
not explicitly disclosed by the reference, the examiner may make a rejection under both 
35 U.S.C. 102 and 103, expressed as a 102/103 rejection. There is nothing inconsistent 
in concurrent rejections for obviousness under 35 U.S.C. 103 and for anticipation under 
35 U.S.C. 102.' In re Best, 562 F.2d 1252, 1255 n.4, 195 USPQ 430, 433 n.4 (CCPA 
1977). This same rationale should also apply to product, apparatus, and process claims 
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claimed in terms of function, property or characteristic. Therefore, a 35 U.S.C. 102/103 
rejection is appropriate for these types of claims as well as for composition claims. 

Therefore, the instant invention is anticipated or obvious over Robinson 
(WO 95/04142). 

10. Claims 1-2 and 4-14 are rejected under 35 U.S.C. 102(e) or 35 USC 103(a) as 
being anticipated by or obvious over Monia et al (US 6,248,586). Instant claims 1,2,4, 
5 and 10-14 are outlined in a previous rejection herein. Dependent claims 6-9 set forth 
particular limitations in regards to sugar and base moiety modifications that are made to 
the antisense compounds of the instant invention. 

Monia et al. disclose SEQ ID NO: 47, a chimeric oligonucleotide "gapmer" that 
comprises phosphorothioate internucleoside linkages, 2* methoxyethyl (2'-M0E) sugar 
modifications and 5-methylcytosine base modifications (col. 44 bridge to col. 45) that is 
complementary to nucleobases 599 to 618 of a nucleic acid molecule encoding 
inhibitor-kappa B kinase-gamma (instant SEQ ID NO: 3). Monia et al. disclose that the 
antisense compounds of their invention can be formulated in a composition with a 
pharmaceutically acceptable carrier (col. 12, lines 49-52) and can be further comprised 
in liposomes (col. 17, beginning line 55) The antisense oligonucleotide of Monia et al., 
disclosed as SEQ ID NO: 47 is a compound 8 to 50 nucleobases in length that will 
specifically hybridize to at least an 8 nucleobase portion of an active site on a nucleic 
acid molecule encoding inhibitor-kappa B kinase-gamma (see ISIS 115407 and 115408, 
Table 1 , instant specification). 
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Furthermore, since the prior art antisense compound meets all the structural 
limitations of the claims, the prior art antisense oligonucleotide comprises a compound 8 
to 50 nucleobases in length targeted to nucleobases 162 to 916 of a nucleic acid 
molecule encoding inhibitor-kappa B kinase-gamma that will specifically hybridize and 
inhibit expression of inhibitor-kappa B kinase-gamma and that will specifically hybridize 
to at least an 8 nucleobase portion of an active site on a nucleic acid molecule encoding 
inhibitor-kappa B kinase-gamma, absent evidence to the contrary. The sequence cited 
above that shares less than 100% complementarity with the target gene (see 
accompanying alignment data showing 85% complementarity) is presumed to have 
inhibitory function since sequences with less than 1 00% complementarity meet the 
structural requirements of the claimed invention as indicated in the instant specification 
under the discussion of "specifically hybridizing." (e.g. page 12, line 27 bridge to page 
13, line 10 of the instant specification). See, for example, MPEP § 2112, which states 
"[w]here applicant claims a composition in terms of a function, property or characteristic 
and the composition of the prior art is the same as that of the claim but the function is 
not explicitly disclosed by the reference, the examiner may make a rejection under both 
35 U.S.C. 102 and 103, expressed as a 102/103 rejection. There is nothing inconsistent 
in concurrent rejections for obviousness under 35 U.S.C. 103 and for anticipation under 
35 U.S.C. 102.' In re Best, 562 F.2d 1252, 1255 n.4, 195 USPQ 430, 433 n.4 (CCPA 
1977). This same rationale should also apply to product, apparatus, and process claims 
claimed in terms of function, property or characteristic. Therefore, a 35 U.S.C. 102/103 
rejection is appropriate for these types of claims as well as for composition claims. 
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Therefore, the instant invention is anticipated or obvious over Monia et a! 
(US 6,248,586). 

11. Claims 1-2 and 1 1-14 are rejected under 35 U.S.C. 102(e) or 35 USC 103(a) as 
being anticipated by or obvious over Kenwrick et a! (US 6,824,972). This art is applied 
based on the interpretation of the instant claim language as set forth in section 6 above. 
The instant claims are outlined in a previous rejection herein. Kenwrick et al. disclose 
SEQ ID NO: 53 (col. 7, lines 5-30 and col. 87), an antisense oligonucleotide that is "a 
NF-kB essential modulator nucleic acid sequence of SEQ ID NO: 1 (col. 7, lines 5-30; 
col. 23, lines 7-15) that targets nucleobase positions 645 to 664 of a nucleic acid 
molecule encoding inhibitor-kappa B kinase-gamma (instant SEQ ID NO: 3). Kenwrick 
et al. disclose that the antisense compounds of their invention can be formulated in a 
composition with a pharmaceutically acceptable carrier (col. 45, lines 35-47) and can be 
further comprised in liposomes (col. 27, beginning line 63) The antisense 
oligonucleotide of Kenwrick et al., disclosed as SEQ ID NO: 53, is a compound 8 to 50 
nucleobases in length that will specifically hybridize to at least an 8 nucleobase portion 
of an active site on a nucleic acid molecule encoding inhibitor-kappa B kinase-gamma 
because it is 100% complementary to Applicant's instant SEQ ID NO: 3. 

Furthermore, since the prior art antisense compound meets all the structural 
limitations of the claims, the prior art antisense oligonucleotide comprises a compound 8 
to 50 nucleobases in length targeted to nucleobases 162 to 916 of a nucleic acid 
molecule encoding inhibitor-kappa B kinase-gamma that will specifically hybridize and 
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inhibit expression of inliibitor-kappa B kinase-gamma and that will specifically hybridize 
to at least an 8 nucleobase portion of an active site on a nucleic acid molecule encoding 
inhibitor-kappa B kinase-gamma, absent evidence to the contrary. The sequence cited 
above that shares less than 100% complementarity with the target gene (see 
accompanying alignment data showing 95% complementarity) is presumed to have 
inhibitory function since sequences with less than 100% complementarity meet the 
structural requirements of the claimed invention as indicated in the instant specification 
under the discussion of "specifically hybridizing." (e.g. page 12, line 27 bridge to page 
13, line 10 of the instant specification). See, for example, MPEP § 2112, which states 
"[w]here applicant claims a composition in terms of a function, property or characteristic 
and the composition of the prior art is the same as that of the claim but the function is 
not explicitly disclosed by the reference, the examiner may make a rejection under both 
35 U.S.C. 102 and 103, expressed as a 102/103 rejection. There is nothing inconsistent 
in concurrent rejections for obviousness under 35 U.S.C. 103 and for anticipation under 
35 U.S.C. 102.' In re Best. 562 F.2d 1252, 1255 n.4. 195 USPQ 430, 433 n.4 (CCPA 
1977). This same rationale should also apply to product, apparatus, and process claims 
claimed in terms of function, property or characteristic. Therefore, a 35 U.S.C. 102/103 
rejection is appropriate for these types of claims as well as for composition claims. 

Therefore, the instant invention is anticipated or obvious over Kenwrick et 
al (US 6.824.972). 
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12. Claim 1 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Krappmann 
et al. 2000 (J. Biol. Chem. 275: 29779-29787 which is Reference AG, PTO Form 1449 
filed by Applicant in this Application 7/28/2003). The instant claim is outlined in a 
previous rejection herein. Krappmann et al. disclose GB58 IKKy, an antisense 
oligonucleotide that specifically hybridizes to at least an 8 nucleobase portion of an 
active site on a nucleic acid molecule encoding inhibitor-kappa 8 kinase-gamma 
because It will hybridize to the target site identified in the instant specification as ISIS 

1 1 5424, Table 1 (pg. 29780, col. 2, 2"*^ full paragraph). Therefore, Krappmann et al. 
anticipate the invention as set forth in claim 11. 

1 3. The pi-ior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The following prior art is made of record although, in light of the 
112 2"" rejection set forth previously in this Action, it is not specifically applied to the 
instant claims. Applicant is advised that these references may be applied as prior art 
upon amendment of the instant claims which is sufficient to overcome the 1 12 2"" 
paragraph rejection set forth herein. 

Fett et al. (WO 98/42722) 
Agrawal (US 5,969,117) 
Popoffetal. (US 6,379,960) 
Cowsert (US 6,10,091) 
Baker et al. (US 6,007,995) 
Moniaetal. (US 6,077,672) 
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Conclusion 

14. No claim is allowable. 

1 5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jon B. Ashen whose telephone number is 571-272- 
2913. The examiner can normally be reached on 7:30 am - 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
acting supervisor. Andrew Wang can be reached on 571-272-081 1 . The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
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center supporting ail patent business on the Internet. The USPTO's PAiR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. For all other 
customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 
Jba 
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